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Th,e Honorable David A. Kessler, M.D. 
Commissioner 
Food *and Drug Administration 
5600 Fishers Lane 
Rockville, MaryLand 20857 ' 

Dear Dr. Ke&~r: 

tic Food and kug AdnCnistration recently puk.*hCX3 a 
grogoasd rule on fAe Prescription Drug Marketrng Act: of a987 and 
the amendments to this fitacute enacted in 1993 (5D Bed. Reg. 
11842, Mizch l,e, x996). That prclposed rule cov+a certain 
rewiremente regarding the defFnition of wholesale drug 
dietA.butor&'and health care enticj.es. 1 

I 
There are sotie inetances where communjky blc$d centers 

fUflcLicXl 8s full-serulce blood centers, pruviding therapeutic 
aphelfesio, therapeutic phlcbotomiee, and diagnostic blood tests 
for 'ItIV nnd Hepatitis, as well as providing care'for hemophilia. 
where these full-service eouuwnity blood centers'are diatributoro 
of blood ProductO, they have preaumtily conlplied'with FDA . 
re$ul~kions by ragisterinq with their re&pective,states ae 
wholelealers. I I 

--. 
%vextkeb3os, ia the FDA's recent Federal R~egister IIOtke, 

PWpoeed asc2fon 203.3(n) eeates that: 

DI i3 pezean cannot Rimultaneously be ? thealth cam@ entity 
and a m&aiJ, pharma~ or vhalesale dzatributor." 

This s~gyes-t;a Chat f1)11-service blood centero t La t provide 
lcgitirnate health care, and that have registere& with their 
rerspactiva state a~ 8 wholesaler, wuld be prohibited from eith$x 
providing blsed ~ejmpanent~ or plasma berivat%yeb a# part ogielr . or pz~~L~ng health carp or diagnostrc flWice= 
~~~%~HGx? &,y&ms &fficultiee for the cam&W blood CMUX~~ 
in thie position. 
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'fbe $ubcmmietec undwstan?ls that LIE Agency inc 
&ibition not: to prevent community blood centers fr 
as both a health care enei.ty as well. as a wholeaalav, 
to uddress praatfcert by aertain physicians who were EI 
cxLsting system. Specifically, both the Department a 
and the FDA had determined that there were yractit;Foo 
operating a&3 health care encil;fcs that wex~,puuchaeir 
discount and reselling them, rather than using them C 
gatietrt;s, 

The Subcommittee understands that the FDA int;enr 
thie issue in order co avoid disrupting the s~upply al 
601~2 ae prescription drugs to inc3.ividual.s such awl heI 
and individuala with compromieed autoimmune syetetm. 
Subcomittee will mrk wfth you to resolve this issul 
important service8 are not dasrupted. 

Chairman - 
Subcommittee on 

Oversight and Investigation8 

cc: The Honorable Dan Schaefer 
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